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NOTICES OF PROPOSED RULEMAKING

Unless exempted by AR.S. § 41-1005, each agency shall begin the rulemaking process by 1st submitting to the Secretary of
State’s Office a Notice of Rulemaking Docket Opening followed by a Notice of Proposed Rulemaking that contains the pream-
ble and the full text of the rules. The Secretary of State’s Office publishes each Notice in the next availabie issue of the Register
according to the schedule of deadlines for Register publication. Due to time restraints, the Secretary of State’s Office will no
longer edit the text of proposed rules. We will continue to make numbering and labeling changes as necessary.

Under the Administrative Procedure Act (A.R.S. § 41-1001 ¢t seq.), an agency must allow at least 30 days to elapse after the
publication of the Notice of Proposed Rulemaking in the Register before beginning any proceedings for adoption, amendment,
or repeal of any rule. AR.S. §§ 41-1013 and 41-1022.

NOTICE OF PROPOSED RULEMAKING

TITLE 4. PROFESSIONS AND OCCUPATIONS
# CHAPTER 23. BOARD OF PHARMACY

PREAMELE
1.  Sections Affected Rulemaking Action
R4-23-110 » Amend
R4-23-402 Amend

implementing (specific):
Authorizing statute: A.R.S. § 32-1904(A)( 1)

Implementing statute: AR.S. § 32-1904(B)(5)
3. The name and address of agency personnel with whom persons mav communicate regarding the rule;

Name: Dean Wright, Compliance Officer
Address: Board of Pharmacy
5060 North 19th Avenue, Suite 101
Phoenix, Arizona 83015
Telephone: (602) 255-5125, Bxt. 131
Fax: (602) 255-5740

4. An explanation of the rule, including the agency’s reason for initiating the rule:
This rule was initiated at the request of the Arizona Pharmacy Association. The Arizona Pharmacy Association represents phar-

macies and pharmacists in the state of Arizona. In the fall of 1994, a committee consisting of members from the Arizonz Phar-
macy Association and the Board staff worked together to identify possible changes in existing rule. Some of those changes are
formalized in these proposed rules.

The rule amends the definitions of “prepackaged drug” and “mediated instruction” to improve clarity and conciseness. The rule
also incorporates the use of “graduate intern”. Recent statutory changes created the “graduate intern” designation and the rule
incorporates the term where applicable. The rule addresses format and style changes necessary under the current administrative
procedures act and other necessary language changes to provide a clear, concise, and understandable document,

The rule makes changes to R4-23-402 that address the professional practice duties of pharmacists, graduate interns, and phar-
macy interns. Specifically, the rule changes the heading to include graduate intern and adds language that:

A. Requires a pharmacist to maintain a patient profile containing specific patient information,
B. Addresses oral consultation including:
1. Minimum requirements for oral consultation;
2. Additional items of oral consultation that allow the use of professional judgement; and
3. A refusal of consultation inctuding participants, conditions, and docurmentation;
C. Clearly defines the written or printed patient drug information that shalt accompany a prescription delivered to a patient; and
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D. Allows the use of new technology in recordkeeping and increases accountability.

The Board believes that adoption of these rules will benefit the public health and safety by establishing clear standards of phar-
macy practice intended to promote the delivery of pharmaceutical care. Specifically, the rule addresses the duties of pharmacist,
graduate intern, and pharmacy intern. The Board further believes that specific regulation and enforcement are necessary to reg-
ulate and coniroi the rapidly evolving role of pharmacists in 2 dynamic healtheare system.

; 3. A showing of good canse why the rule is necessary to promeote a statewide interest if the rule will diminish a previous grant of
F authority of a_political subdivision of this state:

Not applicable.

6. The preliminary summary of the economic, small business, and consumer impact:

The rule increases protection of public health and safety by establishing clear standards of pharmacy practice intended to pro-
maote the delivery of pharmaceutical care. By utilizing patient profiles, verifying allergies and drug incompatibilities, monitoring
dreg usage, identifying potential and actual drug-related problers, resolving actual drug-related problems, and preventing
potential drug-related problems, the pharmacist can help the patient achieve the outcome the physician intended through drug
therapy. Several recently published national studies have provided estimates of the cost of drug-related problems. One such
study, “Drug-related Morbidity and Mortality and the Economic Impact of Pharmaceutical Care” by Jeffrey A. Johnsen and J.
Lyle Bootman published in the American Journal of Health-Systemn Pharmacists, Vol. 54, March 1, 1997, estimated the cost fig-
ure at 76.6 billion dollars annually. This study only dealt with unresolved or unrecognized drug-related problems in the U.S.
ambulatory care population. Another study, “The Health Care Cost of Drug-Related Morbidity and Mortality in Nursing Facili-
ties” by J. Lyle Bootman, Ph.D., LTC Deonald L. Harrison, Ph.D., and Emily Cox, Ph.D. published in the Archives of Internal
Medicine, Vol. 157, QOctober 13, 1997, estimated the cost of drug-related problems in nursing homes at 7.6 billion dollars annu-
ally. Another study estimated the cost of drug-related problems in institutional settings at 15 to 20 billion dollars annually. The
estimated totai annual cost of drug-related problems in the U.S. comes to almost 100 billion dollars. These figures are for the
entire United States population, By extrapolation just based on population, the estimated cost of drug-related problems in Ari-
zona is over 1 billion dollars annually. Obviously, the establishment of pharmacy practice standards intended to promote phar-
maceutical care will benefit everyone by lowering the cost of health care. The rule deals with standards of practice and benefits
the Board of Pharmacy by prometing consistent compliance. Arizona pharmacies and pharmacists benefit because the rule is
concise and compliance standards are crystal clear,

Less than 2% of Arizona pharmacies do not have a patient profile system as required by the proposed rulemaking. The costs
required to comply with the proposed rulemaking are minimal. These costs relate directly to the use of a patient profile system.
The least expensive manual patient profile system would cost less than a hundred dollars annually. Of course, to use a more effi-
clent computer-based patient profile system would cost several thousand dollars initially and have annual maintenance costs of
several hundred doliars. However, the proposed rulemaking does not require a computer-based system and anything above the
minimal manual system would be at the discretion of the business ownet.

7. The name and address of agency personnel with whom persons may communicate regarding the accuracy of the economic,
small business. and consumer impact stafement:

Name: Dean Wright, Compliance Officer

Address: Board of Pharmacy
5060 North 19th Avenue, Suite 101
Phoenix, Arizona 85013

Telephone: (602) 255-5125, Ext. 131
Fax: (602) 255-5740

8. The time, place, and nature of the proceedings for the adoption, amendment, or repeal of the rule or, if no proceeding is
scheduled. where, when, and how persens may request an oral proceeding on the proposed rule:
Comments may be written or presented orally. Written comments must be received by 3 p.om, Monday, April 13, 1998, An oral
proceeding on the proposed rule is scheduled for:

Date: April 13, 1998
Time: 10am.
Location: Board of Pharmacy
5060 North 19th Avenue, Suite 101
Phoenix, Arizona 85015
Nature: " A person may regquest information about the oral proceeding by contacting the person listed in question #7.

9. Any gther matters prescribed hy statute that are applicable to the specific agency or to any specific rule or class of rules:
Not appticable.

10 Incorporations by reference and their location in the rules:
None,
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11. The full text of the rules follows:

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY

ARTICLE 1. ADMINISTRATION

Section
R4-23-110.  Definitions

ARTICLE 4. PROFESSIONAL PRACTICES

Section
R4-23-402.  Pharmacist, Graduate Intern, and Pharmacy Intern

ARTICLE 1. ADMINISTRATION

R4-23-110.  Definitions

“Active ingredient” means any component which is intended
to furnish pharmacological activity or other direct effect in
the diagnosis, cure, mitigation, treatment, or prevention of
disease or to affect the structure or any function of the body
of man or other animals. The term shali include those compo-
nents which may underge chemical change in the manufac-
ture of the drug and be present in the finished drug products
in a modified form intended to furnish the specified activity
or effect.

“Authentication of product history” means identifying the
purchasing source, the ultimate fate, and any intermediate
handling of any component of a radiopharmaceutical or other
drug.

“AZPLEX"” means Arizona pharmacy law examination writ-
ten and administered by the Board Staff or 2 Board-approved
national pharmacy law examination written and administered
in cooperation with NABP.

“Batch” means 2 specific quantity of drug that has uniform
character and quality, within specified limits, and is produced
according to a single manufacturing order during the same
cycle of manufacture.

“Beyond-use date” means a date determined by a pharmacist
and placed on a prescription Iabel at the time of dispensing
intended to indicate a time beyond which the contents of the
prescription are not recommended to be used.

“Biological safety cabinet™ means a containment unit suitable
for the preparation of low to moderate risk agents where there
is a need for protection of the product, personnel and envi-
ronment, consistent with National Sanitation Foundation
(NSF) standards, published in the National Sanitation Foun-
dation Standard 49, Class I {Laminar Flow) Biohazard Cabi-
netry, Revised June 1987 edition, incorporated herein by
reference and on file with the Office of the Secretary of State.
“Class 100 environment” means an atmospheric environment
in compliance with the Federal Standard 209 Clean Room
and Work Station Requirements: Controlled Environment,
publication FED-STD-209D, June 15, 1988 edition which
includes January 28, 1991 changes, incorporated herein by
reference and on file with the Office of the Secretary of State.
“Community pharmacy” means any piace under the direct
supervision of a pharmacist where the practice of pharmacy
occurs or where preseription orders are compounded and dis-
pensed other than a hospital pharmacy or a limited service
pharmacy.

“Component” means any ingredient intended for use in com-
pounding or manufacturing drugs in dosage form, including
an ingredient that may not appear in the finished product.
“Container” means
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A receptacie, as Geseribed in the official compendium or
the federal act, that is used in manufacturing or com-
pounding a drug or in distributing, supplying, or dis-
pensing the finished dosage form of a drug; or
A metal receptacle that is designed to contain liquefied
or vaporized compressed medical gas and that is used in
manufacturing, transfilling, distributing, supplying, or
dispensing a compressed medical gas.
“Correctional facility” has the same meaning as set forth in
AR, §§ 13-2501 and 31-341,
“Current good compounding practices” means the minimum
standards for methods used in, and facilities or controls used
for, compounding a drug to ensure that the drug has the iden-
tity and strength and meets the quality and purity characteris-
tics it purports or is represented o possess.
“Current good manufacturing practice” means the minimum
standard for methods to be used in, and facilities or controls
to be used for manufacturing, processing, packing, or holding
a drug to ensure that the drug meets the requirements of the
federal act as to safety, and has the identity and strength and
meets the quality and purity characteristics it purports or is
represented to possess.
“Cytotoxic” means a pharmaceutical that has the capability
of killing living cells.
“Day” means a calendar day unless otherwise specified.
“Delinquent license” means a pharmacist or intemn license
that is suspended for failure to renew and pay all required
fees on or before the date the renewsl is due.
“Drug sample” means a unit of a prescription drug that is not
intended to be soid and is intended to promote the sale of the
drug.
“Extreme emergency” means the occurrence of a fire, water
leak, electrical failure, public disaster or other catastrophe
constituting an imminent threat of physical harm to pharmacy
personnei or patrons.
“FDA” means the Food and Drug Administration, a federal
agency within the United States Department of Health and
Human Services, established to set safety and quality stan-
dards for foeds, drugs, cosmetics, and other consumer prod-
ucts,
“First aid stations” means units within a business or industrial
organization which are limited to, as the name implies, first
aid treatment of injuries incurred in association with the busi-
ness function.
“Inactive ingredient” means any component other than an
“active ingredient” present in a drug,
“Industrial medical stations” means units where drugs are
stored, established within businesses and industrial organiza-
tions,
“Internal test assessment” means, but is not limited to, per-
forming quality assurance procedures necessary to ensure the
integrity of the test.
“Limited-service correctional pharmacy” means a limited-
service pharmacy, as defined in AR.S. § 32-1901, that holds
a current permit issued by the Board pursuant to AR.S. § 32-
1931, is located in a correctional facility, and engages in the
compounding, preduction, dispensing, and distribution of
drugs.
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“Limited-service mail-order pharmacy” means a limited-ser-
vice pharmacy, as defined in AR.S. § 32-1901, that holds a
current permnit issued by the Board pursuant to AR.S. § 32-
1931, and dispenses a majority of its prescription medication
or prescription-only devices by mailing or delivering the pre-
scription medication or prescription-only device to an indi-
vidual by the United States mail, a common or contract
carrier, or a delivery service.

“Limited-service nuclear pharmacy” means a limited service
pharmacy, as defined in AR.S. § 32-1901, that holds a cur-
rent permit issued by the Board under A.R.S. § 32-1931, and
provides radiopharmaceutical services.

“Limited-service pharmacy permittee” means a person who
has applied for and obtained a linited-service pharmacy per-
mit in compliance with AR.S. §§ 32-1929, 32-1930, 32-
1931, and A.A.C. R4-23-606.

“Long-term care consultant pharmacist” means a pharmacist
providing consulting services to a long term care facility.
“Lot” means a batch or any portion of a batch of a drug or in
the case of a drug produced by a continuous process, an
amount of drug produced in a unit of time or quantity in a
manner that assures it uniformity, and in either case which is
identified by a distinctive lot number and has uniform charac-
ter and quality with specified limits.

“Lot number” or “control number” means any distinctive
combination of letters or numbers, or both, from which the
complete history of the compounding or manufacturing, con-
trol, packaging, and distribution of a batch or lot of a drug
can be determined.

“Materials approval unit” means any organizational element
having the authority and responsibility to approve or reject
components, in-process materials, packaging components
and final products.

“Mediated instruction” means learning transmitted via inter-
mediate mechanisms such as audio and/or visual fape tele-
phone transmission-ete.

“NABP” means National Association of Boards of Phar-
macy.

“NABPLEX” means National Association of Boards of Phar-
macy Licensure Examination.

“NAPLEX” means North American Pharmacist Licensure
Examination.

“Occupational Medicing™ or “Industrial Medicine” means the
field of medicine dealing with the medical problems associ-
ated with persons employed in any occupation.

“Outpatient” or “Outpatient setting” means a person that
receives medical freatment as result of not being a residential
patient in a health care institution, or a location where medi-
cal treatment is provided to patients not required to be over-
night residents of the facility.

“Patient profile” means a readily retrievable, centrally
located information record which contzins, but is not limited
to: patient demographics, allergies, and medication prefile.
“Pharmaceutical care” means the provision of drug therapy
and other pharmaceutical patient care services intended to
achieve outcomes, related to the cure or prevention of a dis-
ease, elimination or reduction of a patient's symptoms, or
arresting or slowing of a disease process, by identifying
potential and actual drug-related problemss, resolving actual
drug-refated problems, and preventing potential drug-related
problems.

“Pharmacy law continuing education” means a continuing
education activity that addresses practice issues related to
state or federal pharmacy statutes, rules or regulations,
offered by an Approved Provider.
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“Prepackaged drug” means a drug thatwhieh is packaged;
ordinaeily in a frequently prescribed gquantitvquentities,
labeled; in compliance with A.R.S. §§ 32-1967 and 32-1968,
stored, forstorage and subsequentiy dispensed dispensing by
a pharmacist; or 2 graduate intern or pharmacy intern under
the supervision of a pharmacist, who at-that-time verifies at
the time of dispensing that the drug # is properly labeied for
the patient.
“Provider pharmacist” means the pharmacist who supplies
medication to a long term care facility and maintains medica-
tion profiies.
“Radiopharmaceutical” means any drug that emits ionizing
radiation and includes:
Any nonradioactive reagent kit, nuclide generator, or
ancillary drug intended to be used in the preparation of
any radiopharmaceutical but does not include drugs
such as carbon-confaining compounds or potassium-
containing salts, that contain trace quantities of naturally
occurring radionuclides; and
Any biclogical product that is labeled with a radionu-
¢clide or intended to be labeled with a radionuclide.
“Radiopharmaceutical quality assurance” means the perfor-
mance of appropriate chemical, biological, and physical tests
on potential radiopharmaceuticals and the interpretation of
the resulting data to determine the suitability of the potential
radiopharmacenticals for use in humans and animals.
Radiopharmaceutical quality assurance includes internal test
assessment, authentication of product history, and the keep-
ing of proper records.
“Radiopharmaceutical services” means, the procuring, stor-
ing, handling, compounding, preparing, labeling, quality
assurance testing, dispensing, distributing, transferring,
recordkeeping, and disposing of radiochemicals, radiophar-
maceuticals, and ancillary drugs, and includes quality assur-
ance procedures, radiojogical health and safety procedures,
consulting activities associated with the use of radiopharma-
ceuticals, and any other activities required for the provision
of pharmaceutical care.
“Red C stamp” means a device used with red ink to make an
invoice of a controlled substance in schedules Ul through V
readily retrievable, as required by state and federal rules, by
imprinting the invoice with a red letter C at least I inch high.
“Remodel” means to structurally alter the pharmacy area or
iocation.
“Remote drug storage area” means an area that is outside the
premises of the pharmacy, used for the storage of drugs,
locked to deny access by unauthorized persons, and secured
against the use of force,
“Resident” means a person admitted to and residing in a long
termn care facility.
“Score transfer” means the process that enables an applicant
to take the NAPLEX in a jurisdiction and be eligible for
licensure by examination in other jurisdictions.
“Sterile pharmaceutical product” means a dosage form free
from living micro-organisms.
“Strength™ means:
The concentration of the drug sebstance (for example,
w/w, wfv, or unit dose/volume basis) and/or
The potency, that is, the therapeutic activity of the drug
substance as indicated by bioavailability tests or by con-
trolled clinical data (expressed, for example, in terms of
unity by reference to a standard).
“Supervision” means the pharmacist shall be present, assume
legal responsibility, and have personal oversight of activities
relating to the acquisition, preparation, distribution, and sale
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anufactiirer or compressed medical gas distributor for
subsequent use by the patient.

upportive Personnel” means an individual trained to per-
form’ activities Telated to the preparation and distribution of

“i i preseription medications, under the supervision of a pharma-

- ¢ist and consistent with policy and procedures as required in
" R4-23-403.
© “Transfill” means the manufacturing process by which one or
" more compressed medical gases are transferred from a bulk
container or containers to a properly labeled container or con-
tainers for subsequent distribution or supply.
“Wholesale distribution” means distribution of drugs to per-
sons other than a consumer or patient, but does not include:
The sale, purchase, or trade of a drug or an offer to sell,
purchase, or trade a drug for emergency medical rea-
sons. For purposes of this section, “emergency medical
reasons” includes transfer of prescription drugs by a
community or hospital pharmacy to another community
or hospital pharmacy to alleviate a temporary shortage;
The sale, purchase, or trade of a drug, an offer to sell,
purchase, or trade a drug, or the dispensing of a drug
pursuant to a prescription;
The distribution of drug samples by manufacturers' rep-
resentatives or distributors’ representatives; or
The sale, purchase, or trade of blood and blood compo-
nents intended for transfusion,
“Wholesale distributor” means any one engaged in wholesale
distribution of drugs, including, but not limited to manufac-
turers; repackers; own-label distributors; private-label dis-
tributors;  jobbers;  brokers;  warehouses, including
manufacturers' and distributors’ warehouses, chain drug
warehouses, and wholesale drug warchouses; independent
wholesale drug traders; and retail pharmacies that conduct
wholesale distributions in the amount of at jeast five percent
of gross sales,

ARTICLE 4. PROFESSIONAL PRACTICES

R4-23-402. Pharmacist, Graduate Intern, and Pharmacy
Intern

A. The following professional practices in direstly dispensing a

prescription medication from a prescription order shall be

performed by a pharmacist or a graduate intern or pharmacy

intern under the supervision of a pharmacist:

L. ReceiveReeeipt-of.reduce to written form. and manually
initial oral prescription orders:;

2. Obtain and record the name of the individual who com-

municates an oral prescrintion order:

3. Obtain and record. or assume responsibility to obtain
and record. in the patient profile the following informa-

a.  Name, address, telephone pumber. date of birth (or
age), and gender;

Individual history_including known diseases and
medical conditions, known drug allergies or drug

reactions, and if avaijable a comprehensive list of

medications _currently taken and relevant medicai
devices currently used:

=
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‘¢ Pharmacist’s comments relevant to the individual’s
. dmeg therapy, including other information gpecific
to the patient or drug:

' 2:4. VerifyVesification-of legalities and pharmaceutical fea-
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sibility of dispensing the drug, including allergies,
incompatibilities, unusual quantities of dangerous drugs
or narcotics, signature of medical practitioner, and fre-
quency of refills:;

3:5. VerifyVerification that dosage is within proper limitss]

4-6. Interpreting the prescription orders

5:7. Compounding, mixing, combinecombining, or other-
wise preparepreparing and packapepackaging the pre-
scription medication needed to dispense individual
prescription orders, with the exception of prepackaging
procedures delineated in i
{B)subsection (A)8):

6-8. Prepackage g or supervisesupervising the
prepackaging of drugs;, provided, however, that athe
pharmacist shall verify the drug to be prepackaged,
decide the wording and requirements to-be placed on the
label, and check the completed prepackaging procedure
and product:;

#9. Checking the label to gnsuresee that it communicates the
prescriber’s directions preciselys;

8:10.Recording, or assymeassuming responsibility to forthe
recording-ef the preseription serial number and the date
dispensed on the frent-ofan original prescription order.

$:11.0Obtaining; or assumesssuming responsibility 1o forthe
obtaining-ef permission to refill prescription orders and
recordings or assumeassuming responsibility to for-the
recording-of the date dispensed, and quantity dispensed,
and name of medical practitioner or medical pragtitio-
per’s agent who communicates permission 1o refill the
prescription order en-the-presesiption-order:;

+6:12. MakeMaling-the a final check on the completed pre-
scription medication and manually initial the finished
iabel: ]

13. Reduce to written or printed form or assums responsibil-
ity to reduce to written or printed form 2 new preserip-

tion_order received by facsimile. computer modem. or
other means of communication:

=14 Verify Transeribing and manually initial a new verbal
prescription order: received by facsimile. computer

modem, or other means of communication:

15 Recording on the original prescription order the name
or initials of the pharmacist, graduate intern. or phar-
macy intern who originally initiaily dispensesd the
orders; and

43:16.Recording on the original prescription order the name
or initials of the pharmacist,_graduate intern, or phar-
macy intern who dispensesd each refill.

Only aThe pharmacist, graduate intern, or pharmacy intern

shail persenelly provide oral consultation about the preserip-

tion medication-erel-communieation—which—shall-include

i s 10

the patient or patient’s agent in all outpatient settings, includ-

ing s a hospital discharge, medientions when-

ever any-of the following occurs:

1. The preseribedprescription medication has not been previ-
ously dispensed to the patient;

2. et A new prescription number is assigned to a previously
dispensed prescription medication;
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23, The prescription medication drug has not previeusly been
previousiy dispensed to the patient in the same strengths;
or dosage forms or with the same directions;

24, In-the The pharmacist, through the exercise of profes-
sional judgment, ef-the—pharmacist—itdetermines that
oral consultation is deemed warranted; or

435. Upenrequest-of The patient or patient’s agent requests
oral consultation.

Oral consultation shall include:

1. The pame. strength and dosage form of the prescription

medication or device;

The directions for nge:

The route of administration: and

Special instructions, precautions, or storage require-
ments,

The pharmacist. through the exergise of professional jude-
ment, mavy nrovide oral consultation that includes:
1. Common severe adverse effects. interactions or thera-

peutic contraindications, and the action required if thev
accut,

Techniques of self-monitoring drug therapy;

The duration of the drug therapy:

Prescription refiil information; and

Action to be taken if a dose is missed.

Nothing in subsection shall be construed as requiring a
pharmacist, eraduate intern. or pharmacy. intern to provide
oral consultation when a patient or patient’s agent refuses the
consultation. Oniv_a pharmacist, graduate intem, or phar-
macy intern shall accept a refusal for consultation. A pharma-
cist, graduate intern. or pharmacy intern shall document. or
assume responsibility to document, a refusal for consultation

el el

Sl

on the origingl prescription. order or by alternative methods
approved by the Board or jts designee,

&F. When a prescriptions .jsare delivered 1o the patient or

patient’s agent outside ef the immediate area of the pharmacy
and a pharmacist is not present, the prescription shall be
accompanied by written or printed patient medication infor-
mation that. in addition to the requirements in subsection {C}

includes: s&fﬁeien%—t&—sﬁmﬁywéh&—reqwemeﬂw-m-%
10208 This-inf on skt inelud o] [

Approved indication for the prescription medication:
Possible adverse reactions;

Drug-drug, food-drus or disease-drug interactions:
Missed dose information: and

[on 1 {2 b3 e

Telephone number of the dispensing pharmacy.

BG. ?rescnption medications or _devices Preseriptions—or—drug
orders, delivered to patients at locations where licensed

health care professionals are responsible for patient—enre
ineluding administering prescription medications to patients,
are exempt from the requirement of R4-23-482subsection

(B).

¥:H. A pharmacists, graduate intern, andor pharmacy interns shall

wear 3 badges indicating their name and title while on duty.

&1, Nothing in this rule shall prevent hospital pharmacists from

accepting prescription orders In accordance with regaulations
pertaining specifically to hospital pharmacies.

NOTICE OF PROPOSED RULEMAKING

TITLE 7. EDUCATION

# CHAFTER 1. STATE BOARD OF DIRECTORS FOR COMMUNITY COLLEGES OF ARIZONA

PREAMBLE

Sections Affected

R7-1-701

R7-1-702 Renumber
R7-1-702 Amend
R7-1-743 Renumber
R7-1-7G3 Amend
R7-1-764 j New Section
R7-1-710 Amend

The specific authori
Authorizing statute: ARS8, § 15-1425(6)

Implementing statute: AR.S. § 15-1426(6)

Rulemaking Action
New Section

The name and address of agency personnel with whom persons may communicate regarding the rulemaking;

Name: Thomas J. Saad

Address: State Board of Directors for Community Colleges
32235 North Central Avenue, Suite 1220
Phoenix, Arizona 85308

Telephone: (602) 255-4037

Fax; (602) 279-3464
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; .~." 4. Anexplanation of the rule, including the agency’s reasons for initiating the rale:

R7-1-701 Definitions Regarding Instruction. Definition of words and phrases concerning the rules within the artic%e. The new
section represents the collection of all definitions in one place. Definitions are currently scattered throughout the article.

R7-1-702 General Program and Course Standords. Standards must be revised to conform to recommendations of the report of
the “Task Force on Transfer Articulation” as adopted by the Board of Regents and the State Board.

R7-1-703 Procedure for Submitting Curriculum to State Board for Approval. The amendments are technical in nature, The rule
is renumbered to conform. Definitions have been removed from this section and included in the new section R7-1-701,

R7-1-704 Course Numbering. Course numbering is currently specified outside of formal rules. It should be included within the
rules process and format.

R7-1-710 Open Entry, Open Exit Courses. Amendments are technical in nature--renumbering to conform.

5. Ashowing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a previous grant of
authority of a political subdivision of this state: )
The amendments and new sections proposed will not diminish authority of the community colleges under the State Board’s
jurisdiction.

6. The preliminary summary of the economic, small business. and consumer impact;

Proposed amendments and new rules will not have any impact on small businesses or the community colleges.

The nature of proposed changes will promote the enhanced quality of educational services to students, without any adverse
impacts to the community colleges.

7. The name and address of agency personnel with whem persons may communicate regarding the accuracy of the economic,

small business, and ¢onsumer impact statements

Name: Thomas J. Saad

Address: State Board of Dirgctors for Communsity Colleges
3225 North Central Avenue, Suite 1220
Phoenix, Arizona 85308

Telephone: (602) 255-4037

Fax: {602) 279-3464

8. Thetime, place, and nature of the proceedings for the adoption, amendment, or repeal of the rule or, if no proceeding is
scheduled, where. when, and how persons may request an oral proceeding on the proposed rule;

Date: April 17, 1998
Time: 1pm.
Location: 2323 West 14th Street
Tempe, Arizona
Nature: Public Hearing
9. Any T(i}ther matfers prescribed by statute that are applicable to the specific agency or to any specific rule or class of rules:
one.

10. Incorporations by reference and their location in the rules:

American Council on Education’s “4 Guide to Educational Credit by Examination, 4th Edition”.
Found in R7-1-702(C)(1).
American Council on Education’s “The 1996 Guide to the Evaluation of Educational Experiences in the Armed
Forces”. Found in R7-1-702(C)(2).
American Council of Education’s “National Guide to Educational Credit for Training Programs, 1996 Edition”,
Found in R7-1-702(C){2).

11. The full text of the rules follows:

TITLE 7. EDUCATION

CHAPTER 1. STATE BOARD OF DIRECTORS FOR COMMUNITY COLLEGES OF ARIZONA

ARTICLE 7. INSTRUCTION, FACULTY AND STAFF RF-H-F4-R7-1-702.General Program and Course Standards

RA+-762:R7-1-703 Procedure for Submitting Curriculum to State

Section Board for Approvai

R7-1-701, Definitions Reparding Instruction
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Course Numbering
Open Entry, Open Exit Courses

ARTICLE 7. INSTRUCTION, FACULTY AND STAFF

R7-1-701,

Definitions Regarding Instruction

In this chapter, unless the context otherwise requires:

1.

el

[2 | e

I~

fee

e

&

‘Associate degree” means a credential awarded for
completing a_curriculum requiring a minimum of 60
semester hours of course credits.

“Certificate’ or “certificate of completion” means a cre-

dential awarded for completing a curriculum reguiring
less then 60 semester hours of course credits.

*8kil} center certificate of completion” means a creden-

tial _awarded, for completing a gkill center vocational
fraining program.

‘Credit course™ means a course which provides college

leve] rigor and. complexity and meets the criteria for
credit courses provided by R7-1-702(B).

“Credit hour” means semester hour,
“Competency-hased course” means a course in_which

student performance is evaluated by mastery of pre-
defined competencies. rather than by the amount of time

spent in class,
[2

‘Curriculum” means a program of study containing a

planned sequence of courses leading to a desree or cer-
tificate.

[t

“Baccalaureate paralle] curricuium?” means a program of
study designed to provide the first two vears of a bacca-
laureate degree program for transfer to_a four-vear col-
lege or university.

“General studies curriculum” means a program of study
designed to address student needs other than those
included in_the baccalaureate parallel curriculum or
occupationally oriented curriculum.

&

10. *Occupationally eoriented curriculum” means a program

of study desiened to prepare g student for employment
or advancement in the program field.

&

11, "Developmental education credit course” means a

course designed to provide the foundation for retention

and learning success of academically underprepared stu-
dents,

&

J2. ZCGeneral education curriculum™ means a program of

study designed to provide a structure in which the scou-
mulation of knowledee and practice of disciplined, inde-
pendent  thinking  can  grow into  comprehensive
understanding and reasoned value,

“QGeneral education course” means a course designed to
broaden the student's knowledge and awareness in each
of the principal areas of human knowledge,

14, “Arizona General Education Curriculum (AGECY?

means a group of courses or other educational experi-
ences approved as satisfving the general education

reguirements of a baccalaureate parallel curriculum
articulated under the provisions of the Report of the
Transfer Articulation Task Force dated Qctober 30
1996.

13, “Independent study” means learning method_in_which

students, without formal class attendance requirements,
consult periodically with one or more certified instruc-
tors for direction, assistance. and work toward the com-

pletion of competencies,

16, “Instructional hour” means the time an instructor spends
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in_delivering instruction or supervising leaming activi-
ties. It is based on a fiftv (50} minute period in a tradi-

tional 16-week semester,
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17

&

‘Laboratory hour” means the time during which stu.
dents are involved in learning activities, such as experi-
ments or performance of skifl. under the supervision of
an instructor, It is based on a fifty (50) minute period in

a traditional 16-week semester,

18, ZOpen entry. open exit course”™ means acourses that may

‘M
=

b
et

N
el

[
N

3
L

‘M

commence any time during the fiscal vear and is charac-

terized by students entering at various times and exiting
upon_mastery of specified competencies. Qpen_entry,
open exit courses feature individualized instruction and
are competency-based,

term that that i3 traditionally sixfeen weeks in length.
“Semester credit hour” means the value of an academic
credit, the standards for which may be based on the
length of the course or on the competencies mastered.

21, “Short-term course” means a course that js notf in ses-

sion on the forty-fifth dav of the fall or spring semester
and which commences at various times during the fiscal
ear and which is offered over a period of less than six-

teen weeks,
£

22. “Skill genter vocational fraining program” means a pro-

gram offered by a community college district under the
provisions of A.R.S. 15-1466 that is performance based

features individualized instruction and includes the

knowledge, skills, and attitudes needed for successful
iob_entrv or advancement as verified by _advisory

roups,

&

23, “Skill center program completer” means a student who

completes a planned sequence of instruction, services,
activities or experiences designed to meet the individ-
ual's occupational objective as determined by an indi-
viduatized vocatiopal education  plan _ (IVEPY
employability development plan (EDPY. This student
shall have met all requirements of the institution for pre-
gram compietion to be eligible for a skill center certifi-
cate of completion.

24. “Skill center full-time student equivalent” (FTSE) is

equal 1o six hundred forty {640} clock hours. Only clock
hours generated by program completers shall gualify for
skill center state aid funding. Hours granted by exami-
nation or evaluation for previously mastered competen-
cies shall not be eligible for state aid funding.

“State Board” means the State Board of Directors for

Community Colleges of Arizona,

&

. “Adverse impact” means an undesirable effect of a pro-

posed curricujum on @ visble existing program or sers
vice of another Arizona community college district that,
in_the judgment of the State Board. is unacceptable
when weighed against the expectad benefit of the pro-
posed curriculum, Such undesirable effects may include
effects on the enrollment of an established program,
placement of graduates of an established program, fund-

ing of an established program or service, or other similar
considerations.

R7-1-J03:R7-1-702. General Program and Course Standards
A, Each community college under the jurisdiction of the State

Board shall offer a program that meets the educational needs
of the population that it serves. The State Board establishes
the following curricular standards and requires each commu-
nity college district to implement them.

L

Occupationally oriented curricula ~ Each coliege district
shall offer ocoupationally oriented programs designed to
lead to an associate degree. The district may also offer
programs of shorter duration designed to lead to
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employment when an associate degree is not appropriate
but where a certificate of completion may be issued.
Baccalaureate parallel curricula - Each district shall
offer baccalaureate parallel curricula of such quality and
content that will permit transfer into third-year college
classes in baccalaureate degree programs.

a. Each district shall offer one or more curricula for

each of the following baccalaureate parallel associ-
ate degrees meeting the criteria for the respective
degree contained in the Report of the Task Force
on.Transfer Articulation dated Qctober 30, 1996
which was approved by the Arizona Board of
Regents on November 1, 1996, and the State Board
on November 135, 1996, and accepted by the Joint
Legislative Budget Committee on December 4.
1996,
i The Associate in Arts degree, which ingludes
a general education component of at least 35
semester credit hours and. for the General

Requirements version of the degree, includes
fourth semester proficiency in a non-English
language (not a computer language),

ii. The Associate in Business degree, which

ingludes a_general education component of at
least 33 semester credit hours

The Associate in Science degree, which
includes advanced mathematics requirements
and a peneral education component of at Ieast
35 semester eredit hours.

b. Each district may offer one or more baccalaureate
parallel associate degree curriculum which has
been specially articulated with one or more univer-
sity to meet special transfer needs as deseribed as
having exceptional requirements in the Report of
the Task Force on Transfer Articulation cited in
Section (A)}2)X=a), above,

Special programs — Each district shall offer such full-

time and part-time day or evening programs as required

by particular educational and economic needs of the
community and which can be provided economically,

Programs may include, but are not limited to, commu-

nity service programs, continuing or adult education,

and developmental programs.

Acadernic and Occupational testing and guidance pro-

grams. — Each district shall provide services for aca-

demic and occupational testing, puidance, and individ-
ual development.

Specialized educational programs. — The State Board

may authorize specialized educational programs (see

rule R7-1-301, subsection (C)).

pot

B. Courses offered for credit shall satisfy one or more of the
purposes under Section (B)(1), below, and shall meet all
requirements set forth in Section (B)(2), below.

1.
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Purpose. Credit courses shall satisfy one or more of the

foliowing purposes.

a.  Qualify studenis for a community college certifi-
cate or degree.

b.  Be acceptable for transfer to a regionally accredited
public or private college or university.

¢.  Prepare students with skills to seek entry level jobs
in the field of specialization.

d. Improve the student's job skills or prepare the stu-
dent for promotion in fields of employment.

e. Provide skills necessary for success in other col-
lege courses.

f.  Meet other needs in the community through con-
tinuing education, lifelong learning, physical health
and wellness.

Requirements. A credit course must satisfy each of the

following criteria.

2. A formal course outline, which defines the objec-
tives, and content of the course, gnd pre-requisites
for the course shall be on file and available for
audit.

b.  Students performance shall be evaluated and given
a grade based on their mastery of the objectives and
content of the course shall be given.

c.  Faculty teaching the course shall hold a valid cer-
tificate, issued by the State Board, to teach in the
subject of the course.

d. The credits awarded for completion of the course
shall be based upon the effort required of, and the
competencies to be gained by, the students in
accordance with policies adopted by the District
Governing Board and approved by the State Board,

¢, Before enroliment in the course, students shall
have achieved prerequisite competencies defined in
the syliabus.

f. The course shall have been developed using the
District's formal curriculum review procedure that
shali include at least the following features:

i The course shall have been reviewed by the
college’s curriculum committee and recom-
mended by the college administration.

ii. The course shall have been reviewed and
approved by the District Governing Board as
adhering to the standards set forth in this Sec-
tion.

g.  The course shall have an evaluation component.
The results of these evaluations shall be used for
the purposes of formative and summative evalua-
tion by the institution.

C. Students may receive credit through a variety of other means
described below.

1.
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National Standardized Examinations. A District Gov-
erning Board may adopt a policy to provide that credit
may be awarded for satisfactory scores on national stan-
dardized examinations listed in the American Council
on Education’s “A Guide to Educational Credit by
Examination, 4th Edition”. Incorporated herein by refer-
ence and on file with the offices of the Secretary of State
and the Board of Directors for Community Colleges of
Arizona The College Level Examination Program
{CLEP) is an example of such an examination. The dis-
trict policy for granting such credit shall be printed in
the college catalog along with a statement indicating
that acceptance of such credits upon transfer may be
treated differently by the ingtitution to which a student
transfers.

Credit by Evaluation. A District Governing Board may
adopt a policy to provide that credit may be awarded by
evaluation of military training and experiences as well
as non-collegiate sponsored training programs listed in
the American Council on Education’s “The 1996 Guide
to the Evaluation of Educational Experiences in the
Armed Services” and the American Council on Educa-
tion's “National Guide to Educational Credit for Train-
ing Programs, 1996 Edition,” I incorporated herein by
reference and on file with the offices of the Secretary of
State and the Board of Directors for Community Col-
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leges of Arizona. The district policy for granting such
credit shall be printed in the college catalog along with a
statement indicating that acceptance of such credits
upont transfer may be treated differently by the institu
tion to which a student tfransfers.

3. Departmental Credit by Examination. A District Gov-
erning Board may adopt a policy to provide that credit
may be awarded for satisfactory scores on departmental
examinations. The district policy for granting such
credit shall be printed in the college catalog along with a
statement indicating that acceptance of such credits
upon transfer may be treated differently by the institu-
tion to which a student transfers.

4, Departmental Credit by Evaluation. A District Govern-
ing Board may adopt a policy to provide that credit may
be awarded by evaluation of prior leamning. The district
policy for granting such credit shall be printed in the
college catalog along with a statement indicating that
acceptance of such credits upon transfer may be treated
differently by the institution to which a student trans-
fers.

5. Transfer Courses. A District Governing Board may
adopt a policy to provide that credit may be awarded for
courses satisfactorily completed at a regionally accred-
ited post-secondary institution upon receipt of official
student transcripts. Transfer credit from non-accredited
post-secondary institutions may aiso be accepted if such
credits represent equivalent or higher level work at the
receiving institution.

6. Articulated Equivalent Course. A District Governing
Board may adopt a policy to provide that credit may be
awarded for courses satisfactorily completed by students
enrolled in secondary institutions provided that:

a. The district has adopted guidelines for granting
articulation credit that defines the curricular arcas
included in the policy and written documentation is
provided by the secondary institution that identifies
the previously mastered skills or competencies as
certified by the School Superintendent or designee.

b.  The secondary course competencies are equivalent
to or more advanced than the same course(s) at the
community coilege.

c. The district policy for granting such credit is
printed in the college catalog together with a state-
ment indicating that acceptance of such credits
upon transfer may be treated differently by the
institution to which a student transfers,

The District Governing Board shall adopt and obtain the
State Board’s approval for curriculum standards and guide-
lines that incorporate the course criteria contained in para-
graph B.2.

Community College districts shall maintain documentation
of compliance with the provisions of Sections A through C
for review by the State Board or the auditor general.
Non-credit courses, cultural and community services, eco-
nomic development services not qualifying as credit courses
that may be developed by the District, and the support of
community cultural development, shall be the financial
responsibility of the District Governing Board.

R7-1-302: R7-1-703. Procedure for Submitting Curriculum to
State Board for Approval

A Thetollowing-definitionsapply-to-the-termsusedinthis see
tion:
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4. Each degree or certificate curriculum offered by a commu-

nity college district shall have been approved by the State

Board as required by A.R.S. § 15-1425.6. The best interest of

the state shall be determined by the application of the follow-

ing three primary criteria:

1. The curriculum shall meet an identified community,
state, regional, or naticnal need defined by the local dis-
trict curriculum review process.

2. The curriculum shali have been developed ard approved
at the community college district level following a pro-
cedure that meets at least the minimum standards speci-
fied in subsection (C);

3.  The curriculum will not have an adverse impact on the
existing programs and services of another Arizona com-
munity college district,

B. In its request for curriculum approval, the district shall dem-

onstrate that it has used a curricuium review process that

inchudes, as a minirmum, the following elements:

1. An analysis shall have been conducted that establishes
the need for the curriculum.

2. For occupationally oriented curricula, the program
design shall be based upon the knowledge and skills
required for employment or advancement in the pro-
gram: field as determined by a systematic study involv-
ing potential employers and others expert in the field.

3. For baccalaureate parallel curricula, the program shall
be designed to enable a graduate of the program to sat-
isfy Arizona public university lower-division general
education requirements and to transfer to a public Ari-
zona university with upper division status.

4, A resource study shall have been conducted that demon-
strates the community college district will have the
financial resources, physical facilities, and qualified fac-
ulty to establish and sustain the curriculum.

5. A review within the community college district shall
have been conducted to assure that all affected entities
within the district have been provided an opportunity to
comment, following the district's normal internal
approval procedure.
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g 'An ana!ys:s of the 1mpact of the cumculum upon other

+-districts and the attempts rade by the district to resolve

. dny concerns expressed by the staff of the State Board or

-+ other districts.: :

- The district governmg board shaIi have approved the
" gurricnlum and recommend its approval by the State

Board.

DC At the conclumbn of the analysis described in subsection

{C)(1), above, the community college district shall notify the
other community college districts and the staff of the State
Board of its intent to consider the development of a new cur-
riculum. The State Board and community coliege districts
shall notify the proposing district of any concerns within
sixty (60) days of such notice.

D. The State Board approval process shall consist of the follow-

ing steps.

Upon receipt of a curriculum approval request, the State
Board shall notify all other Arizona community college
districts of the pending request. This notice shall be
made at least thirty (30) days before the date of the State
Board meeting at which the request will be considered.

2. Any district that has notified the State Board and the ini-
tiating district of a coneern, in accordance with subsec-
tion (EX1), shall be provided an opportunity to
comment on its concern in an open meeting of the State
Board. The initiating district shall have an opportunity
for rebuttal prior to a final decision by the State Board,

3. The State Board staff shall review the curriculum
approval request and subrnit to the State Board a recom-
mendation that the Board find that the curriculum
review criteria described in subsection (C) have been
satisfied.

4.  The State Board shall consider the request for currico-
lum approval in terms of the satisfactory application of
its curriculum review criteria and the impact of the pro-
gram on other Arizona community college districts.

E. Notwithstanding the procedures described previously in this

section, the State Board may grant temperary interim
approval for initiation of a curriculum under the foliowing
conditions:

R7-1-704,
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1. The curriculum meets each of the following criteria:

a.  The curriculum is in support of economic develop-
ment or job training for a new or established Ari-
zona employer or employers.

b.  The curriculum is no more than forty (40} semester
credit hours in length.

¢.  The State Board has determined that it is unlikely
that the curriculum will have an adverse impact on
another Arizona community college district during
the limited approval period.

2. The temporary interim approval shall be for no more
than one year, during which time the full curriculum
approval process must have been completed if the cur-
ricuium is to be continued.

3. Temporary interim approval shall not be a justification
for regular curriculum approval,

Course Numbering

Each community college credit course shall be designated by three
glphabetical characters identifving the subject area and three

numericat characters. The course numbering shall follow the stan-
dards defined below:

1. Freshman level standard eredit courses shall be num-
bered between 100 and 199:

Sophomore level standard credit courses shall be num-
bered between 200 and 299:

Developmental credit courses shall be numbered 0-99:

and

Non-credit courses shall not be numbered 0-299,

[
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>

R7-1-710. Open Entry, Open Exit Courses

A,
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All open entry, open exit courses offered by a community
college district shall comply with the provisions of R7-1-
7042 (B).

Each open entry, open exit course shail have clearly defined
and measurable competencies.

The State Board may periodically review all oper entry, open
exit courses pursuant to (A) and (B) of this rule,
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